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May 2, 2018, Board of Directors Conference Call
indiana Donor Network (INOP)
Staff Summary

Please note that this accompanying summary information, prepared by UNOS staff, is
included only to supplement the original documentation and to assist the OPTN/UNOS
Board of Directors in their thorough review of the source documentation provided on the
designated SharePoint site.

In December 20186, the Board of Directors placed Indiana Donor Network on Probation. Since
then, the OPQO submitted and implemented a plan for quality improvement, and the MPSC
monitored the OPO’s progress. At its meeting in December 2017, the MPSC recommended that
the Board of Directors release the OPO from Probation.

According to the OPTN Bylaws, Appendix L.20.A, “A member may request restoration of
membership privileges after it demonstrates to the satisfaction of the MPSC that:

1. The member is in compliance with OPTN Obligations.

2. The member has fully implemented any corrective action plan or a plan for quality
improvement previously required by the MPSC.

3. The member has demonstrated that the underlying cause for the adverse action has
been corrected, or eliminated.

4. The type of violation that resulted in the adverse action is not likely o recur.

5. There are no pending compliance issues that may lead to a potential violation or
noncompliance that would require an Imminent Threat Review.”

At its May 2, 2018, meeting, the Board will hear a brief presentation from the MPSC Vice Chair
regarding the MPSC's recommendation. The Board will also have the opportunity to ask the
MPSC Vice Chair questions. The member will not be present.

Item for Consideration:
o The Board of Directors must decide whether to affirm the Membership and Professional
Standards Commitiee’s recommendation to release Indiana Donor Network from
Probation pursuant to Appendix L.20(A)}.

Overview:

UNOS conducted a routine site survey of INOP on August 30-31. During the record review, site
surveyors identified potential missing elements of brain death pronouncement documentation in
donor charts. On October 7, 2016, the MPSC Chair reviewed INOP’s potential policy violations
and the concerns and determined that the matter should proceed through the Expedited Review
process, described in the Bylaws, Appendix L.13. The MPSC convened as an Expedited
Review Committee on October 10, 2016, and considered recommending that the Board declare
INOP a Member Not in Good Standing (MNGS) and refer the OPO to the Secretary of Health
and Human Services for additional action. After an interview with INOP, the MPSC
recommended that the Board of Directors place INOP on Probation. INOP waived its right to a
hearing or to appear before the Board of Directors.

While on Probation, INOP submitted updates on its plan for quality improvement and all other
documentation the MPSC requested. In December 2017, INOP requested release from
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o A description of what staff member has the responsibility to interact with
physicians for the appropriate documentation of brain death, and who challenges
the physician if they are not following the policy

o Any activities in Hospital Development that relate to or include brain death
declaration and testing information

o An evaluation of the current process including examining the roles of the Organ
Procurement Coordinator (OPC) and the Family Services Coordinator (FSC)

o A review of job descriptions and expectations to ensure the appropriate
qualifications are required

o A plan for competency assessment of FSCs to make sure that staff are
performing as they are trained to perform

o An evaluation of the process for training Administrators on Call (AOC) and
ongoing competency assessment of AOCs

o A Hospital by hospital breakdown of institutions with ventilation capabilities, ICUs,
and ORs

o A plan for culture change, with the Board of Directors and Adviscry Board as
active participants

o QAPI and Board meeting minutes

o Consideration of including a quality consultant from outside AOPO.

o March 2017: The MPSC reviewed INOP’s first submission from January. The OPO’s
submission included everything that the MPSC asked for in its resolution letter. The
MPSC believed that the OPO was making progress, but was still early in their period of
Probation. The work group recommended that the OPO continue to submit updates for
each MPSC meeting, eliminating one time information.

s July 2017: The MPSC reviewed INOP’s May submission. The MPSC felt that INOP
reacted quickly and responded to the review well; and the MPSC appreciated that the
OPO has taken this issue seriously. INOP has been very forthcoming with all information
and addressing the issue appropriately. The MPSC requested that INOP continue to
submit monitoring of brain death declaration compliance, an update on progress with or
monitoring of the corrective action plan, any related policy changes or staff education,
QAPI and Board meeting minutes, and any reports from quality consultants or plans
based on those reports.

¢ Qctober 2017: The MPSC reviewed INOP’s September submission. The MPSC felt that
INOP has been very forthcoming with all information, spreading its lessons learned in
the community, and addressed the issue appropriately. The MPSC requested that INOP
submit one final update of the same information along with its request for release.

e December 11, 2017: The MPSC reviewed INOP’s December submission, as well as the
OPO’s request for release from Probation. The MPSC commended INOP for the
substantial progress it made over the last year. The MPSC acknowledged the hard work
and dedication that INOP has put forth by implementing additional quality assurance
processes and monitoring and working with other OPOs to increase knowledge and
inspire process improvements. The MPSC recommended that the Board of Directors
release Indiana Donor Network from Probation and restore its membership privileges.
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December 8, 2016

VIA SECURE EMAIL

Chief Executive Officer
Indiana Donor Network

Medical Director
Indiana Donor Network

pear I

As President of the Organ Procurement and Transplantation Network (OPTN) and United
Network for Organ Sharing (UNOS), | am writing to inform you of an adverse action taken by the
OPTN/UNOS Board of Directors in response to its review of Indiana Donor Network (INOP).

At its meeting on December 5-6, 2016, the Board of Directors placed INOP on Probation. The
Board adopted the following resolution:

RESOLVED, that the Board of Directors places Indiana Donor Network on Probation
based violation of Policy 2.2 (OPO Responsibilities), effective December 6, 2016.

The Board approved this resolution by a vote of 34 For, 0 Against, and 0 Abstentions.

This action was based on information and data reviewed by the Membership and Professional
Standards Committee (MPSC), and information and data presented by INOP. As provided by
the OPTN Bylaws, INOP was offered due process steps including an interview conducted on
October 27, 2016, and a hearing with the MPSC, which INOP waived.

Being placed on Probation by the OPTN does not affect the ability of INOP to continue to
function as an organ procurement organization. Probation is described in Appendix L.15(E)(1) of
the Bylaws. Also pursuant to the Bylaws, UNOS will provide formal notification to all OPTN
members and the general public that INOP has been placed on Probation.

In addition, INOP is required to notify within 30 days all hospitals in INOPs donation service
area that have a contractual agreement with INOP. In advance of notifying the appropriate
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